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DETAILED ACTION 
ACKNOWLEDGMENT OF AMENDMENT, REMARKS, STATUS OF THE 
APPLICATION AND CLAIMS 

1 . The amendment and remarks filed 7/20/04 are acknowledged, entered and 
considered. In view of Applicant's request claims 1-13 have been amended. Claims 1- 
13 are now pending in the application. The objection to the title, specification and 
claims, and the rejections under 35 U.S.C. 101, 35 U.S.C. 112, second paragraph and 
35 U.S.C. 102(b) over the prior art of record are withdrawn in view of Applicant's 
amendment, remarks filed 7/20/04. However, the rejection under 35 U.S.C. 112, first 
paragraph for claims 6-13 is maintained for the reasons of record. 

ARGUMENTS ARE NOT PERSUASIVE 

CLAIMS REJECTION-35 U.S.C. 112 1st PARAGRAPH. 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
Claims 6-13 as currently amended remain rejected under 35 U.S.C. 112, first 

paragraph, because the specification, while being enabling for employing a 

pharmaceutical formulation for the release of a peptide or a salt thereof comprising the 

peptide of SEQ ID NOS:7 and 6 with pharmaceutical^ acceptable polymer as recited in 
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claims 1-5, does not reasonably provide methods for the treatment of a human 
pathology by administering the claimed pharmaceutical formulation (claim 6) or for 
treatment or protection against disorder of bone growth (claim 7), for a method of 
preparing a controlled release medicament for the treatment or protection against a 
disorder of bone growth comprising the peptide of SEQ ID NO:7 (claims 8 and 9) 
wherein the disorder are those recited in claims 10-13. The specification does not 
enable any person skilled in the art to which it pertains,* or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 

Applicant's arguments filed 7/20/04 have been foilly considered but they are not 
persuasive. Applicant's arguments that claims 6-13 as amended, are drawn to methods 
and a pharmaceutical formulations for treating or protecting against disorders of bone 
growth, to a methodology for preparing a controlled release medicament for these 
purposes, and to a methodology for treating bone-growth disorders. Thus, the 
pharmaceutical formulations, the methods of preparing a controlled release 
medicament, and the methods of treatment are fully and clearly enabled by the present 
specification as originally filed, and as such, the requirements of the first paragraph of 
35 U.S.C. 112, have been met is not persuasive. 

Contrary to Applicant's arguments, the specification does not adequately teach a 
formulation which is useful in the treatment of human pathologies such as disorders of 
bone growth (including age-related osteoporosis and osteoporosis associated with post- 
menopausal hormone status, primary and secondary hyperparathyroidism, disuse 
osteoporosis, diabetes-related osteoporosis, and glucocorticoid-related osteoporosis) as 
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recited on page 3, last paragraph in instant specification and as presently claimed in 
claims 6-13; rather, the specification teaches the preparation, synthesis and 
microencapsulation of the peptides claimed as disclosed on pages 4-9, Examples 1 and 
2, and Tables 1 and 2. Figure I show the effect of increasing doses of GnRH-ll on 
serum calcium concentrations in ovariectomised rats. Examples 3 and 4 teach the 
analysis of the effects of GnRH-ll and analogues on osteogenic cell population in vitro. 
Example 5 shows the expression analysis of GnRH mRNA in osteogenic and 
osteoclastic II population. Example 6 describes the effect of GnRH-ll on bone mineral 
density in the ovariectomised rat and Example 7 discloses the cellular localization of 
GnRH-ll in paraffin sections of normal rat bone and human bone. Thus, Examples 3- 
7demonstrate the biological activity of the peptides of interest as admittedly 
acknowledged on page 14, paragraph 5, lines 2-3 in the instant specification. 

Therefore, the instant specification does not commensurate with the claimed 
subject matter in which the peptides tested for biological activity against GnRH-ll in vitro 
is expected to be particularly useful in the treatment or protection of all kinds of human 
pathologies as disclosed above and claimed in claims 6-13. There is no evidence in 
the instant specification to use or administer the pharmaceutical formulation in 
therapeutically effective amount as claimed, except for the mere recitation of protocols 
on pages 2-4 and Examples 3-7 in the instant specification disclosing the preparation of 
the pharmaceutical formulation without appropriate dosages to be administered for the 
intended treatment or protection of diseases of the bone and prostates. Further, there 
are no sufficient data or evidence or working example(s) to substantiate such protocols 
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of using the pharmaceutical formulations of claims 1-5 in the methods and 
pharmaceutical formulations of claims 6-13 in the manner claimed. Hence, the only 
support of the claimed pharmaceutical formulation in the specification is Applicant's 
supposition of the invention as recited in the protocols. Further, Applicant's claims are 
directed to a variation of peptides by using specific therapeutically effective amount of 
pharmaceutical formulation, and there is no objective factual evidence in the 
specification showing that treatment or prevention has occurred using the specific 
therapeutically effective amount of pharmaceutical formulation claimed. Hence, one 
cannot administer specific effective amount of a pharmaceutical formulation in all 
situation without appropriate testing. 

Thus, the claims are based on pure speculation that the method would be 
effective since Applicant has not established any nexus between an effective amount of 
the claimed peptides and its use in the manner claimed. Therefore, in view of the 
above, it would include those that have not been shown or taught to be useful or 
enabled by the disclosed method of making and using the invention. Further, undue 
experimentation is necessary to determine if and under what conditions, the claimed 
invention as broadly claimed is enabled, since a vast range of pharmaceutical 
formulation in a variety of peptides are contemplated and are encompassed as well as 
wide range of situations (i.e., various kinds of disorders). The results desired appear to 
be highly dependent on all variables, the relationship of which is not clearly disclosed. 
Hence, one of ordinary skill in the art would not be able to identify all the pharmaceutical 
formulations with wide range of dosages (e.g., between 1 mg and 1 g, which is 
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the full scope of the extremely broad claim for the reasons given above. Hence, in view 
of the quantity of experimentation necessary, the lack of adequate guidance or working 
examples or data, and the breadth of the claim, the claims are not commensurate in 
scope with the enabling disclosure. Accordingly, filing of evidence commensurate with 
the scope of the claims or amendment of the claims to what is supported by the 
enabling disclosure is again suggested. 

ACTION IS FINAL 

3. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 

f 

MONTHS from the mailing date of this action. In the e|ent a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



4. 



CONCLUSION AND FUTURE CORRESPONDANCE 

Claims 1-5 are allowed and claims 6-13 are rejected. 
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thousand times) intended to be effective for the claimed purpose of treatment or 
prevention of the various disorders as encompassed in the claims would be effective 
and under what conditions. Secondly, the Examiner has clearly shown in the previous 
Office Action mailed 4/20/04 and as discussed above that without guidance through 
working example(s), one of ordinary skill in the art would not predict from background 
discussion and/or information and protocols to employ or administer the pharmaceutical 
formulation in therapeutically effective composition in the manner claimed. Thus, the 
specification does not enable any person skilled in the art to which it pertains, or which it 
is most nearly connected, to use the invention commensurate in scope with the claims. 
In the express absence of one or more examples, evidence and sufficient guidance, the 
skilled artisan would be faced with undue experimentation for practicing the invention. 
Thirdly, it is not understood from Applicant's response how the instant invention, which 
Applicant considers as novel and inventive, be exemplified without working example(s) 
or data or evidence. The law requires that a disclosure in an application shall inform 
those skilled in the art how to use Applicant's alleged discovery, not how to find out how 
to use it for themselves. See In re Gardner et a/., 166 USPQ 138 (CCPA 1970). 
Therefore, undue experimentation is necessary to determine if and under what 
conditions, the claimed invention as broadly claimed is enabled. Hence, it is viewed 
that the specification does not enable the invention as claimed in claims 6-13, as it does 
not teach how to use the invention to achieve the function of the claims for the reasons 
discussed above. Thus, applying the Wands factors to the facts of this case, one of skill 
in the art would find that undue amount of experimentation would be required to practice 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Abdel A. Mohamed whose telephone number is (571) 
272 0955. The examiner can normally be reached on First Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon P. Weber can be reached on (571 ) 272 0925. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




JON WEBER 
SUPERVISORY PATENT EXAMINER 




Mohamed/AAM 
October 14, 2004 



